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10/628,391 



Examiner 



Applicants) 
WINDLE ET AL 



Art Unit 



% . Ginny Portner | 1645 

~ -- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 

Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed / 
after SIX (6) MONTHS from the mailing date of this communication. / 

- If the period for reply specified above Is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. y 

- If NO period for reply Is spocifled above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application lo become ABANDONED (35 U.S.C, § 133), / 
Any reply received by the Office later than three months after the mailing date of this communication, even If timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1J04(b). 

Status 

1)^ Responsive to communication(s) filed on 29 July 2003 . 
2a)n This action is FINAL. 2b)l3 This action is non-final. 

3) D Since this application is in condition for allowance except for fomnal nnatters, prosecution as to the merits is 

closed In accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim(s) 1-1 6 is/are pending in the application, 
4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) D Clalm(s) 1-16 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on Is/are: a)n accepted or b)^ objected to by the Examiner 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction Is required if the drawing(s) is objected to. See 37 CFR 1.121(d), 
1 !)□ The oath or declaration is objected to by the Examiner, Note the attached Office Action or forni PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)13 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f), 
a)l3 All b)n Some * c)^ None of. 

1 ,13 Certified copies of the priority documents have been received. 
2.n Certified copies of the priority documents have been received in Application No. . 



3,n Copies of the certified copies of the priority documents have been received In this National Stage 
application from the International Bureau (POT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) 13 Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review {PTO-948) Paper No(s)/Mail Date. . 

3) 13 Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTCI 52) 

Paper No(s)/Mail Date 10/21/03 , 6) □ Other: . 

U.S. patfint and Trademark Office 

ptOL-326 (Rev. 1 -04) Office Action Summary Part of Paper No./Mail Date 09032004 
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DETAILED ACTION 

Claims 1-16 are pending. 

Priority 

L Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which papers 
have been placed of record in the file. 

Information Disclosure Statement 

2. The information disclosure statement fded October 21, 2003 has been considered. 

Claim Rejections - 35 USC §101 

3. 35 U.S.C. 101 reads as foUows: 

Whoever invents of discovers any new and useful process, machine, manufacturej or composition of matter, or 
any new and usefiil improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

4. Claims 9-14 are "Use" claims; the claimed invention is directed to non-statutory subject 
matter. Claims 9-14 provide for the use of H. pylori thioredoxin protein, but, since the claim 
does not set forth any steps involved in the method/process, it is unclear what method/process 
applicant is intending to encompass. A claim is indefinite where it merely recites a use without 
any active, positive steps delimiting how this use is actually practiced. 

Claims 9-14 are rejected under 35 U.S.C. 101 because the claimed recitation of a use, 
without setting forth any steps involved in the process, results in an improper definition of a 
process, i.e., results in a claim which is not a proper process claim under 35 U.S.C. lOL See for 
example Ex parte Dmki, 153 USPQ 678 (Bd.App/1967) and Clinical Products, Ltd v. Brenner, 
255 F. Supp. 131, 149 USPQ 475 (D.D.C, 1966). 

5. Claims 1-8 and 15-16 are not directed to isolated and purified proteins and therefore read 
on products of nature; the claimed invention is directed to non-statutory subject matter. 
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Claim Rejections - 35 USC §102 

6, The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the apphcant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

The changes made to 35 U,S.C. 102(e) by the American Inventors Protection Act of 1999 
(AlPA) and the Intellectual Property and High Technology Technical Amendments Act of 2002 
do not apply when the reference is a U.S. patent resulting directly or indirectly from an 
international application filed before November 29, 2000. Therefore, the prior art date of the 
reference is determined under 35 U.S.C. 102(e) prior to the amendment by the AIPA (pre-AlPA 
35 U.S.C. 102(e)). 

7. Claims 1-7, 15-16 are rejected under 35 U.S.C. 102(b) as being anticipated by Tomb et al 
(1 997) or Aim et al (1999) (SWISS-Prot accession number P56430, reference cited on 
Applicant's US-PTO 1449). 

Swiss-Prot accession Number P56430 discloses H.pylori thioredoxin that shares 100% 
amino acid sequence identity with SEQ ID NO 1. The reference anticipates the instantly 
claimed invention. 
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8. Claims 1-9, 12-13, 15-16 are rejected under 35 U,S,C, 102(b) as being anticipated by 
White et al (US Pat. 5,985,261), as evidenced by Zhang et al (1999) 

White et al disclose a derivative, fragment of the instantly claimed H.pylori protein, 
wherein the thioredoxin fragment comprises the active site of thioredoxin, specifically CGPC, 
(see White, col. 1, line 36; claims 23-26), and is either a prokaryotic, yeast or mammalian 
thioredoxin (see White et al, claim 18). The derivative and fragment thioredoxin active cite 
peptides or proteins that comprise the active site are taught for use for treatment of inflanmiation 
(see White et al, claims 1-2). The reference anticipates the instantly claimed invention. 

9. Claims 1-2,4-6,8-9 and 1 1 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Yoshida et al (1999) as evidenced by Swiss Prot accession number PI 0599 . 

Yoshida et al disclose a derivative and mutant of H.pylori thioredoxin, wherein the 
thioredoxin is eukaryotic in origin. The thioredoxin was used in a method associated with 
rheumatoid arthritis, a type of inflammatory disease, and found to interact with NF-kB (see 
abstract, title, page 351, col. 12, paragraph 1). Yoshida et al anticipates the instantly claimed 
invention which includes derivative and mutants of H.pylori thioredoxm, as evidenced by Swiss 
Prot accession number PI 0599, which shows human thioredoxin to comprise the active site 
amino acid sequence of CGPC at positions 3 1-34 of the amino acid sequence. 
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Conclusion 

10. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. Aggarwal (US Pat. 6,605,278) is cited to show a method of inhibiting NF-kappaB 
through administering an antibody specific for TRANK, a novel cytokine. 

1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ginny Portner whose telephone number is (571) 272-0862. The 
examiner can normally be reached on 7:30-5:00 M-F, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette Smith can be reached on (571) 272-0864. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for pubhshed applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Vgp 

September 3, 2004 

LVNETIIR. F.SMITH 
SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CbNTER 1600 



